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DETAILED ACTION 

Receipt is acknowledged of the IDS filed 9/27/04. 

Claim Rejections ■ 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

1 . Claims 1-3, and 5-7 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Shaw et al. US 4851392 (hereinafter "Shaw"). 

Shaw discloses a composition made of fiber or drug material, which is 
combined, with the hydrocolloid materials to form aggregates. Shaw uses 
different categories of drugs for his invention including, ion exchange resins such 
as colestyramine (col. 4, line 58), a buffer like sodium citrate and citric acid (col.7, 
line 61 bridging to col.8, line 1). The target pH adjustment is in a specified range 
of about 3.2 to about 4.7, this range overlaps with the given range in the instant 
application of 4-8. The composition can be made into pharmaceutical 
preparations like gels (col. 6, lines 64, and 65). 

Note that the intended use of the claimed composition has not been given 
patentable weight, because the prior art compositions would be at least capable 
of performing said use. 

Conclusion: claims 1-3, and 5-7 are anticipated by Shawn. 

2. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Krone 
et al. US 6036948 (hereinafter "Krone"). 

Krone discloses polyaspartamide derivatives as adsorbents for bile acids. 
For the "resins" being used as pharmaceuticals, colestyramine is used (col. 1, 
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line 54-56), Krone also used natural amino acids like: L-alanine, L-leucine (col. 4, 
line 21), the instant application recites alanine and leucine, however, alanine and 
leucine encompasses the racemic forms of the two amino acids, which are L- 
and D- alanine and leucine. Krone uses also phosphate buffer (col. 6, line 30). 
Conclusion: claim 1 is anticipated by Krone. 

Claim Rejections - 35 USC § 103 
3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shaw et al. US 4851392 in view of Castillo et al. WO 01/21209 (hereinafter 
"Castillo"). 

Shaw has been explained above. 

Castillo teaches fatty acid/amino acid soaps, which comprise cationic 
exchange resins (page 5, lines 2, and 3), with buffers and pH-adjusting agents 
(page 7, lines 1 1 , and 12), the pH is adjusted to 6.0 (example 2). 

Accordingly, it would have been obvious to one skilled man in the art to 
advance the composition disclosed by Shaw and adjust the pH as Castillo 
teaches to about 6.0 since Castillo is disclosing an ophthalmic preparation, which 
is a topical preparation. The expected result would be a topical preparation 
containing colestyramine, a buffer and a pH regulator. 
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Correspondence 



Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Nabila G. Ebrahim whose telephone number 
is 571-272-8151 . The examiner can normally be reached on 8:00AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Michael Hartley can be reached on 571-272-0616. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

Nabila Ebrahim 3/7/06 




MICHAEL G. HARTLEY 

SUPERVISORY PATENT EXAMINER 



